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DETAILED ACTION 

Receipt of Request for Continued Examination received on March 25, 2004 is 
acknowledged. Receipt of Foreign Priority Documents received on August 20, 2001 is 
acknowledged. Claims 1, 3, 5-7, 9, 11-16, and 20-21 are pending in this application. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 21 recites "consist of said anserine or salt thereof of said D-ribose" which 
is vague and unclear as to what the exact limitation of the claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 3, 5, and 20 are rejected under 35 U.S-C. 103(a) as being 

unpatentable over JP 61181357. 

JP teaches a solution containing 100 parts of one or more dipeptides such as 
anserine, carnosine, or balenine with 10 to 400 parts of a sugar such as glucose or 
ribose in water (excipient). 

JP lacks the specific combination of anserine and ribose. 

It is deemed obvious to one of ordinary skill in the art at the time the invention 
was made to look to the teachings JP and utilize the instant anserine and ribose 
mixture. One would be motivated to do so with the expectation of success since JP 
teaches the suitability of the instant combination anserine and ribose. 

*Note that the claims rejected are product claims, thus the intended use "a 
muscular fatigue controlling composition" is not given patentable weight. 

Claims 1, 3, 5-7, 9, and 11-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hageman et al (6,420,342) in view of Harris et al (5,965,596). 

Hageman et al teach a nutritional preparation containing ribose for treating 
various disorders such as fatigue. See claim 18. Ribose is administered in the amount 
of at least 0.5 g per day daily. See column 5, lines 17-20. Additionally, Hageman et al 
teach the incorporation of a protein source rich in histidine or histidine itself. The 
preparation typically contains 5-1 20g per day daily. Example 1 discloses a preparation 
containing histidine and ribose in for improving exercise performance. 
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Although Hageman teaches the use of histidine or histidine rich proteins, 
anserine is not specified. 

Harris et al teach a composition for increasing anaerobic work in tissues and 
teaches that creatine and beta-alanylhistidine in muscle content, leads to increased 
muscle duration during exercise (col. 3, lines 35-46). Harris states that carnosine and 
anserine are beta-alanylhistidine dipeptides that are involved in the regulation of fatigue 
and provide an effective way of accumulating histidine in cells. See column 4, lines 58- 
62. Harris teaches administering chicken broth, which contains anserine and carnosine, 
to subjects (example 2). Harris teaches the additional use of creatine and 
carbohydrates, such as sugar, in the composition (claims). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Hageman et al and Harris et al and 
utilize anserine as the histidine source in Hageman et al. One would be motivated to do 
so since Harris et al teach anserine as a histidine containing dipeptide, which is involved 
in the regulation of fatigue. Further, Harris et al teach the use of these dipeptides 
provide an effective way of accumulating histidine in cells. Therefore, one would be 
motivated to substitute Hageman's histidine with Harris's histidine containing dipeptide, 
anserine, with the expectation of similar results since Harris teach the functional 
equivalency of histidine and anserine. Furthermore, Hageman teaches the use of any 
protein that is rich in histidine and anserine, as taught by Harris, is rich in histidine; 
therefore one would expect similar results since the criticality lies in histidine in any 
form. 
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Claims 1, 3, 5-7, 9, and 11-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Harris et al (5,965,596) in view of St. Cyr et al (6,159,942). 

Harris et al teach a composition for increasing anaerobic work in tissues and 
teaches of creatine and beta-alanylhistidine in muscle content, leads to increased 
muscle duration during exercise (col. 3, lines 35-46). Harris teaches administering 
chicken broth, which contains anserine and carnosine, to subjects (example 2). Harris 
teaches the additional use of creatine and carbohydrates, such as sugar, in the 
composition (claims). 

Harris et al does not teach the inclusion of ribose. 

St. Cyr et al teaches increasing energy availability in mammals with decreased 
energy by administering ribose (col. 3, lines 10-16). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Harris et al and St. Cyr et al since both 
teach a method and composition of increasing energy levels. One would be motivated 
to use anserine and ribose in a composition to obtain an additive effect since both 
reference teach the use of individual components to increase energy level in muscles. 
In the absence of showing otherwise, it is prima facie obvious to combine two 
composition each of which is taught by the prior art to be useful for the same purpose, 
in order to form a third composition to be used for the very same purpose. Further, since 
Harris et al teach the use of a sugar, clearly the compatibility of ribose and the dipeptide 
are seen. 

Response to Amendment 
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The Rule 132 Declaration under 37 CFR 1.132 filed February 18, 2004 is 
insufficient to overcome the rejection of claims 1 , 3, 5-7, 9, and 11-16 based upon 
Harris et al (5,965,596) in view of St. Cyr et al (6,159,942). 

The declaration is not commensurate in scope since applicant utilizes a specific 
dosage amount to obtain the synergistic effect and the claims do not reflect this specific 
concentration. Further, it is not clear if different dosages would yield the same 
synergistic effect since applicant has not provided evidence of other dosage amounts. 

Response to Arguments 

Applicant argues that Harris et al administering chicken broth, which not only 
contains anserine but carnosine, collagen, amino acids, etc. It is argued that there are 
many components in chicken broth and one would have to pick and choose the instant 
components with no motivation. Applicant argues that Harris does not teach a sufficient 
amount to control muscular fatigue. Secondly, applicant argues that Harris does not 
mention ribose specifically and although simple carbohydrates are mentioned, there are 
various sugars. 

Applicant's arguments have been fully considered but they are not persuasive. 
Firstly, it is pointed out that the claim language does not exclude other ingredients in the 
composition. However, inclusion of the claim language of "consisting of as seen in 
claims 20-21 would overcome this. The examiner points out that chicken broth 
inherently contains anserine and Harris clearly teaches the ingestion of anserine. Note 
column 10 wherein Harris discloses "in one session, 8 milliliters per kilogram body 
weight of broth containing approximately 40 milligrams per kilogram body weight of 



Application/Control Number: 09/933,438 Page 7 

Art Unit: 1616 

beta-alanine (e.g. in the form of anserine and carnosine) was ingested." Further, it is 
pointed out that Harris entire invention is focused on increasing the working capacity of 
muscles and "the method includes ingesting and infusing composition into the body. 
The compositions are mixtures of compounds capable of increasing the availability and 
uptake of creatine and of precursors for the synthesis and accumulation of beta- 
alanylhistidine dipeptides, in human and animal muscles." See column 2. Therefore, it is 
clear that anserine is utilized in an effective amount to increase work capacity in 
muscles. 

Allowable Subject Matter 

Claim 21 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 1 12, second paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila S. Gollamudi whose telephone number is 571- 
242-0614. The examiner can normally be reached on M-F (8:00-5:00) with alternate 
Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

SSG 

May 1, 2004 




MICHAEL G. HARTLEY 
PRIMARY EXAMINER 



